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Table 1. (Continued)
Reference Cancer type Participants Treatment Phase Line Results (efficacy) Toxicities G3-G4 (%)
(N)
Bleiberg mCRC 57 Arm A: Ca-FOLFIRI or Ca-FOLFOX Il random | mO0S 11.9mo (Arm A) versus 22.9 mo Arm A: Neutropenia 14
etal.t Arm B: Na-FOL FIRI or Na-FOL FOX (Arm B), p = 0.02 Nausea
mPFS 8.0mo (Arm A) versus Arm B: Neutropenia 18
11.5mo (Arm B), p = NS Diarrhoea 7
ORR 55% (Arm A) versus 35% (Arm
B), p = 0.02
Moehler mGC 91 Arm A: Na-FOLFIRI +SUNITINIB* Il random Wor il mMOS 10.4mo [Arm A) versus 8.9mo Arm A: Neutropenia 56
etal.® Arm B: Na-FOLFIRI+PLACEBO (Arm B) p = 0.21 one sided Leukopenia 20
*(starting dose 25mg/day orally for mPFS 3.5mo (Arm A) versus 3.3mo Nausea 7
l4weeks, q bweeks ) (Arm Bl p = 0.66 Vomiting 7
Arm B: Neutropenia 27
Leukopenia 16
Diarrhoea 13
Fatigue 9
Pain 9
Wein mCRC 59 AIO regimen Il random I mPFS 4.2 mo Leukopenia 5 Thrombocytopenia 2
etal2 mOS 25 mo Diarrhoea 14
ORR 10%
AlO, Ar i nistischeOnkologie; BT, biliary tract cancer; Ca.LV, calcium levofolinate; c.i., continuous infusion; CRC, colorectal cancer; d, days; DCR, disease control rate; EC, oesophageal cancer;
FA, folinic acid; G, grade; GC, gastric cancer; L-doxo, liposomal doxorubicin; m, metastatic; mCRC, metastatic colorectal cancer; MMC, mitomycin-C; mo, months; m0S, median overall survival; mPFS, median
progression-free survival; mTTP, median time to progression; Na-Lv, disodium levofolinate; ORR, overall response rate; PC, pancreatic cancer; PFS, progression-free survival; pts, patients, , every; q8w, every
8weeks; w, weeks; 5-FU, 5-fluorouracil;
Ca FOLFIRI: Irinotecan 180mg/mq g1, CA/LV 400 mg/mq g1, 5-FU bolus 400 mg/mq g1, 5-FU c.i. 3000mg/mq g1 over 46 h every 14days
Ca FOLFOX: Oxaliplatin 100mg/mq g1, CA/LV 400 mg/mq g1, 5-FU bolus 400mg/mq g1, 5-FU c.i. 3000mg/mq g1 over 46 h every 14 days.
Na FOLFIRI: Irinotecan 180 mg/mq g1, NA-Lv 400 mg/mq g1, 5-FU bolus 400mg/maq g1, 5-FU c.i. 3000mg/mq g1 over 46 h every T4days.
Na FOLFOX: Oxaliplatin 100mg/mq g1, NA-Lv 400 mg/mq g1, 5-FU bolus 400mg/mq g1, 5-FU c.i. 3000mg/mq g1 over 46 h every 14 days.
AlO regimen: irinotecan (80 mg/m?) as 1-hour infusion followed by 5-FU (2000 mg/m?) combined with FA (500mg/m?) as 24-hour infusion (d1, 8, 15, 22, 29, 36, qd 57).
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